r 



PTO/SB/08A (10-01) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB 
control number. 



+ 



Substitute for form 1 449A/PTOS U P PLE M E NTAL 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 



Complete if Known 



Application Number 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



09/975,418 



10/11/2001 



Karoline BECHTOLD-PETERS 



1615 



Sheet 



1 



of 



Attorney Docket Number 



1/1149 



U.S. PATENT DOCUMENTS 


Examiner 
I nitials 


Cite 

KU 1 
INO. 




Publication Date 

MM.nri-YYYY 

(VI IVI UU I III 


■ Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 


Number- Kind Code 3 (if knew/ 






us- 5,478,578 


12/26/1995 


Arnold, K. et al 








us- 6.183.782 


02/06/2001 


Hallworth, G. W. 








us- 6,221,338 


04/24/2001 


Staniforth, J. N. 








us- 












US- 












US- 












US- 












US- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 









FOR 


EIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Foreian Patent Document 


Publication Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, 
Where Relevant Passages 
or Relevant Figures Appear 


T* 


.C(Mi^.C(rfe3 'Nurnber 4 - Kind Code 5 (fknewn) 















































































































































Examiner 




Date 


i 


Signature 




Considered 





'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 

1 Applicant's unique citation designation number (optional). 2 See Kinds Codes of USPTO Patent Documents at yyww.uspio gov or MPEP 
901.04. 3 Enter Office that issued the document, by the two-letter code (WlPO Standard ST.3). 4 For Japanese patent documents, the 
indication of the year of the reign of the Emperor must precede the serial number of the patent document 5 Kind of document by the 
appropriate symbols as indicated on the document under WlPO Standard ST. 16 if possible. 6 Applicant is to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. 
Any comments on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and 
Trademark Office, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant 
Commissioner for Patents, Washington, DC 20231 . 



PTO/SB/08B (10-01) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB 
control number. 



+ 



r 

Su bstitute for form 1 449B/PTO SUP P LE M EN TAL 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 


Complete if Known ^ 


Application Number 


09/975,418 


Filina Date 


10/11/2001 


First Named Inventor 


Karoiine BECHTOLD-PETERS 


Group Art Unit 


1615 


Examiner Name 




L Sheet 2 | of | 2 


Attorney Docket Number 


1/1149 J 







OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue 
nnmhpr/<0 nnhltehpr rttv anH/nr qnijptrv whprp nuhlkhpH 


T 2 






WALZ, M. ET AL; "Process for Preparing Powder Formulations"; USSN 
09/977,911; 10/1 1/2001; Atty. Docket No. 1/1237,1149 





















































































Examiner 




Date 




Signature 




Considered 





+ 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance 
and not considered. Include copy of this form with next communication to applicant. 

1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached. 
Burden Hour Statement This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any 
comments on the amount of time you are required to complete this form should be sent to the Chief Information Officer U S Patent and Trademark 
Office, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents 
Washington, DC 20231. 



PTO/SB/08A (10-01) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB 



+ 



Substitute for form 1449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 



Complete if Known 



Application Number 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



09/975.418 



10/11/2001 



Karoline BECHTOLD-PETERS 



1615 



Sheet 



1 



of 



1 



Attorney Docket Number 



1/1149 



U.S. PATE 


ENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


norumpnt Nnmhor 


Publication Date 
MM-DD-YYYY 


Name of Patentee or 


Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 


Number- Kind Code 2 {if know t 






us- 3,860,61 8 A 


01/14/1975 


Hartley, Et Al 








us- 3,634,582 A 


01/11/1972 


Hartley, Et Al 








us- 3,957,965 A 


05/18/1976 


Hartley, Et Al 








us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 









FOR 


EIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No. 1 


Foreian Patent Document 


Publication Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, 
Where Relevant Passages 
or Relevant Figures Appear 




.CptntfyCode? -Number 4 . Kind Code 5 (If known) 






WO 00/47200 A1 


08/17/2000 j 


Novartis 










WO 00/28979 A1 


05/25/2000 


Skyepharma AG 










WO 93/11746 A1 


06/24/1993 


Bl Int'l GmbH 










WO 95/11666 A1 


05/04/1995 












WO 95/24889 A1 


09/21/1995 


Glaxo Group Ltd. 






FR 8.142 MA 


08/17/1970 


Fisons Pharm. 































































Examiner 




Date 


i 


Signature 




Considered 





'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 

1 Applicant's unique citation designation number (optional). 2 See Kinds Codes of USPTO Patent Documents at www.usplo siov or MPEP 
901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For Japanese patent documents, the 
indication of the year of the reign of the Emperor must precede the serial number of the patent document 5 Kind of document by the 
appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 Applicant is to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. 
Any comments on the amount of time you are required to complete this form should be sent to the Chief Information Officer U S Patent and 
Trademark Office, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant 
Commissioner for Patents, Washington, DC 20231. 



PTO/SB/08a (08-03) 
Approved for use through 07/31/2006. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 

Under ftrc Pfi^grworh Reduction Act of 1895. no persons are reguireti to regwrid to a collection of information unless It contains a valid QMS control number- 



Substitute for form 1449A/PTO 



Complete if Known 



Application Number 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



09/975,418 



10/11/2001 



Karoline BECHTOLD-PETERS 



1615 



Carlos A. AZPURU 



.Sheet 



1 



J2L 



Attorney Docket Number 



1/1149 



U 



DO U 



Examiner 
Initials* 


Cite 
No. 1 


Document Number 

Number-Kind Code 2(fknoMi> 


Publication Date 
MM-DD-YYYY 

0WCM977 


Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 






us -4,042,700 


Rolf BANHOLZER, et al. 








us -4,608,377 


08-26-1986 


Rolf BANHOLZER, et al. 








us " 4,783,534 


11-08-1988 


Rolf BANHOLZER 








us " 5,610,163 


03-11-1997 
08-0^T997 


.!??Jl?ANHO!r.? E „ R . et a'- 
Roif 






us " 5,770,738 


06-23-1998 


Rolf BANHOLZER, et al. 




us " 5,952,505 


09-14-1999 
"11-1*9-2002" 


Rolf BANHOLZER 








us " 6,482,429 


Frank M. ETZLER 




us " 6,486,321 


11-26-2002 


Rolf BANHOLZER, et al. 








us " 6,506,900 


01-14-2003^ 

07-01-2003" 


Rolf BANHOLZER, et al. 








us * 6,585,959 
„ U !L?9M9P43687 
u& 2003/0068278 


Michael WALZ, et al. 




03- 06-2003 

04- 10-2003 






Georg BOECK, et al. 




us " 2003/0235538 


12-25-2003 


Bernd ZIERENBERG 




us " 2004/0002510 


01-01-2004 


Helmut BENDER, et al. 








us ' 5,498,422 


03-12-1996 


Kouichi NAKAMICHI, et al. 






us * 2004/0136919 


07-15-2004 


Mareke HARTIG, et al. 








us " 6,274,287 


08-14-2001 


Hiroshi MORIUMA, et al. 





FOREIGN PATENT DOCUMENTS 



Examiner 
Initials* 



Cite 
No. 1 



Foreign Patent Document 



Country Code 3 'Number 4 'Kind Code 5 (if known) 



Publication Date 
MM-DD-YYYY 



Name of Patentee or 
Applicant of Cited Document 



Pages, Columns, Lines, 
Where Relevant Passages 
or Relevant Figures Appear 



EP0 172 258 
EP 6 418 716 " 
WO 03/084502 

WO0^98874™ 



02-20-1985 

09-|2J990^ 

10J6-2003 

T676-2003" 

I272-2OO2" 



FANUC LTD. 
Boehringer Ingelheim KG 

Boahringer Ingathatm Pharma GmbH & Co. KG 
Boohringor Ingolham Pharma GmbH & Co. KG 

Boehringer Ingelheim Pharma KG 



Examiner 




Date 




Signature 




Considered 





considered. Include copy of this form with next communication to applicant. 1 Applicant's unique citation designation number (optional). 2 See Kinds Codes of 
USPTO Patent Documents at vyvAv ; yspto,qpv or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 6 Applicant is to place a check mark here if English language 
Translation is attached. 

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 



PTO/SB/08b (08-03) 
Approved for use through 06/30/2006. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number. 



Substitute for form 1449B/PTO 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 



Application Number 



Filing Date 



First Named Inventor 



Art Unit 



Examiner Name 



Complete if Known 



09/975,418 



10/11/2001 



Karoline BECHTOLD-PETERS 



1615 



Carlos A. AZPURU 



Sheet 



of 



Attorney Docket Number 



1/1149 



NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials* 



Cite 
No. 1 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, 
magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue numbers), publisher, city 

and/or country where published. 



N.H. SHAH, et al. "Elasticity of Soft Gelatin Capsules Containing Polyethylene Glycol 400 - 
Quantitation and Resolution" Pharmaceutical Technology, pg 126-133, March 1992 



MAREKE HARTIG, et al. "New Tiotropium Containing Powder Formulation for Inhalation" New US 
Patent Application, serial number 10/718,404, filed November 20, 2003 





r 

Examiner 
^ Signature 




Date 

Considered 





•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached. 
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S Patent 
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 



PTO/SB/08a (08-03) 
Approved for use through 07/31/2006. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



' Substitute for form 1 449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete if Known 


Application Number 


09/975,418 


Filing Date 


10/11/2001 


First Named Inventor 


Karoline BECHTOLD-PETERS 


Art Unit 


1615 


Examiner Name 


Carlos A. AZPURU 


V Sheet | 2 of 3 


Attorney Docket Number 


1/1149 J 




UP DO U 



Examiner 
Initials* 



Cite 
No. 1 



Document Number 

Number-Kind Code 2 ""*""* 



US- 



5,947,118 
"^67589^36 



us:"2oo4/o5o2548" 



us " 2003/0125350 
us-'"2003/0202944" 



us " 2003/0070679 

Us:"6 ? 22i37394 
us" 

"us-""" 

us- 



us- 

us"" 



Publication Date 
MM-DD-YYYY 



09-07-1999 

07^8^003" 
Tl-11-2003" 



02-11-2003 
01-01-2004" 



07-03-2003 



02-12-2004 
To-30-2003" 



04- 17-2003 

05- 08-2001 



Name of Patentee or 
Applicant of Cited Document 



Dieter HOCHRAINER t et al. 
MarSedRE^ 



Dominique CADE, et al. 
Karl-Heinz^ 



Rolf BANHOLZER, et al. 



John Nicholas STAN I FORTH 



Dieter HOCHRAINER, et al. 
Stephen T. HORHOTA, et al. 



Pages, Columns, Lines, Where 
Relevant Passages or Relevant 
Figures Appear 



US- 



US- 
US- 



FOREIGN PATENT DOCUMENTS 



Examiner 
Initials* 



Cite 
No. 1 



Foreign Patent Document 



Country Code 3 Number 4 'Kind Code 5 (if known) 



Publication Date 
MM-DD-YYYY 



Name of Patentee or 
Applicant of Cited Document 



Pages, Columns, Lines, 
Where Relevant Passages 
or Relevant Figures Appear 



WO 02/30389 

woa«/M2Tr 

Wo 94/28958 



04-18-2002 
02-01-1996 
12-22-1994 



Boehringer Ingelheim Pharma KG 

ASTA MEDICA AKTI ENG ESELLSCHAF T 

Boehringer Ingelheim Pharma KG 



Examiner 




Date 




Signature 




Considered 





considered. Include copy of this form with next communication to applicant. 1 Applicant's unique citation designation number (optional). 2 See Kinds Codes of 
USPTO Patent Documents at w/w.usi^floy or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor. must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard'ST.16 if possible. 6 Applicant is to place a check mark here if English language 
Translation is attached. 

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



If you need assistance in compieting the form, call 1-800-PTO-9199 and select option 2. 



PTO/SB/08B (10-01) 
Approved for use through 10/31/2002. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB 
control number. 



+ 



Substitute for form 1449B/PTO SUPPLEMENTAL 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 



I Sheet 



1 



of 



1 



Complete if Known 



Application Number 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



Attorney Docket Number 



09/975,418 



10/11/2001 



Karoline BECHTOLD-PETERS 



1615 



1/1149 



OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS 



Examiner 
Initials* 



Cite 
No. 1 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue 

mimhflrfO n.ihtkhpr rih/ anH/nr nnunfrv whprp n.ihlkhpri 



U. S. Patent Application; SN 09/961,822; filed 09/24/2001; Banholzer, etal; Atty. 
Docket No. 1/1148 



T 2 





Examiner 
Sia nature 




Date 





-h 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance 
and not considered. Include copy of this form with next communication to applicant. 

1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached. 

Burden Hour Statement This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any 
comments on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark 
Office, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents 
Washington, DC 20231. 



